SOY TE HAI PHONG CONG HOA XA HQI CHU NGHIA VIET NAM
Doc 1ap - Tu do - Hanh phuc

THONG TIN

Ho so cong bo tiéu chuan ap dung cia thiét bj y té thudc loai B

S6 cong bd: 260000001/PCBB-HP
Ngay cong bo: 14/01/2026

1. Tén co s cong bd: CONG TY TNHH TMDV CONG BINH

2. bia chi: S0 nha 41, ngd 207 Quang Trung, Phuong Thanh Bong, Thanh pho
Hai Phong

3. S6 vin ban cua co so: 04163/CBB — CONGBINH Ngay: 08/01/2026

4. Thiét bi y té thudc loai B

Tén thiét bi y té&: Ghé nha khoa

Tén thuong mai (néu co):

M3 Global Medical Device Nomenclature —- GMDN (néu co):

Chung loai: KJ-917

M3 san pham (néu co):

Quy cach dong goi:

Muyc dich str dung: Dung trong kham, diéu tri, phuc hinh va phau thuat nha
khoa cho nguoi.

Chi duoc van hanh boi nha si hoac nhan vién nha khoa duoc dao tao

Tén co s& san xuat: FOSHAN KEJU MEDICAL APPARATUS CO., LTD
Dia chi co s6 san xuit: 2nd—4th Floor, No.3 Shangan Industrial Zone II,
Danzao Town, Nanhai District, Foshan, Guangdong, , CHINA

Tiéu chuan chét luong san pham ap dung: 1SO13485
5. D6i véi thiét bi y té chtra chat ma tay, tién chét (néu c6):

6. Thong tin vé chu s& hitu thiét bi y té:
Tén chu s¢ htru: FOSHAN KEJU MEDICAL APPARATUS CO., LTD

bia chi chu sé hitu: 2nd—4th Floor, No.3 Shangan Industrial Zone II, Danzao
Town, Nanhai District, Foshan, Guangdong,, CHINA

7. Thong tin vé co s& bao hanh (néu co):



Tén co sé: CONG TY TNHH TMDV CONG BINH

Dia chi: S6 nha 41, ngd 207 Quang Trung, Phuong Thanh Pong, Thanh phd
Héi Phong

Pién thoai ¢b dinh: 0379150954  Dién thoai di dong:

8. S6 cong bd du diéu kién san xuat di vé6i thiét bi y té san xuit trong nudc:
9. Thanh phan hd so:

1 | Vian ban cong bd tiéu chuan ap dung cua thiét bi y té thudc loai B. X
2 | Gidy ching nhan dat tiéu chuan quan 1y chit luong ISO 13485 X
3 | Gidy iy quyén cta chi s¢ hitu thiét bi y té X
4 | Gidy x4c nhan du diéu kién bao hanh X
5 | Tai liéu mo ta tom tat k¥ thuat thiét bi y te bang tiéng Viét, kém theo X

tai liu ky thuat mo ta chirc nang, thong sO k¥ thuat cua thiét b y té
do chu s& hitu thiét bi y t& ban hanh.

6 | Gidy chirng nhan hop chuan hoic ban tiéu chuan ma chu sé hitu thiét |
bi y t€ cong bo ap dung

7 Giéy chirng nhan luu hanh ty do con hiéu luc tai thoi diém nop ho so X
do6i voi thiét bi y té nhap khau.




